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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 09 August 2004 . 
2a)D This action is FINAL. 2b)IEl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) IEl Claim(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) 7-12 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1J> is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
20 Certified copies of the priority documents have been received in Application No. 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Formal Matters 

Claims 1-12 are pending. Claims 7-12 stand withdrawn from consideration pursuant to 
37 CFR 1.142(b). Claims 1-6 are under consideration. 

Response to Amendment 
The rejection of claims 1-6 under 35 U.S.C. 103(a) as being unpatentable over Daly et al. 
(1998) in view of U.S. Patent No. 5,807,671 (Soreq et al.) based on Applicant's arguments 
presented in the Reply filed 8/9/2004. 
New issues are set forth below. 

Claim Rejections - 35 USC § 112 first paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the invention. 

The claims are drawn to a method of treatment of AD by administration of the protein of 
SEQ ID NO: 1, which is a vaccinia virus complement control protein, however, the specification 
does not adequately teach how to effectively treat any disease or reach any therapeutic endpoint. 
The Specification shows that the VCP protein can inhibit Ap complement activation ion a mouse 
connective tissue air pouch model to measure influx of immune cells (page 21, and see Figure 
10). Since the therapeutic indices of biopharmaceutical drugs can be species- and model- 
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dependent, it is not clear that reliance on the mouse connective tissue air pouch model data 

accurately reflects the relative efficacy of the claimed method of administration. Janus et al. 

teaches that a valid animal model for AD should exhibit (1) progressive AD-like neuropathology 

and (2) cognitive deficits, and (3) should be verified in several laboratories (see page 882). Since 

the mouse connective tissue air pouch model does not exhibit progressive AD-like 

neuropathology, or cognitive deficits, it is not an art accepted model by which methods of 

treatment of AD can be evaluated. Pharmaceutical therapies in the absence of in vivo clinical 

data are unpredictable for the following reasons; (1) the protein may be inactivated before 

producing an effect, i.e. such as proteolytic degradation, immunological inactivation or due to an 

inherently short half- life of the protein; (2) the protein may not reach the target area because, i.e. 

the protein may not be able to cross the mucosa or the protein may be adsorbed by fluids, cells 

and tissues where the protein has no effect; and (3) other functional properties, known or 

unknown, may make the protein unsuitable for in vivo therapeutic use, i.e. such as adverse side 

effects prohibitive to the use of such treatment. See page 1338, footnote 7 o f Ex parte Aggarwal 

23 USPQ2d 1334 (PTO Bd. Pat App. & Inter. 1992). The CAFC decision (Genentech Inc. v. 

Novo Nordisk, 42 USPQ2d 1001, 1997) expressly states that: 

"When there is no disclosure of any specific starting material or of any of the conditions 
under which a process can be carried out, undue experimentation is required; there is a 
failure to meet the enablement requirement that cannot be rectified by asserting that all 
the disclosure related to the process is within the skill of the art. It is the specification, 
not the knowledge of one skilled in the art, that must supply the novel aspects of an 
invention in order to constitute adequate enablement". 
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The test of enablement is not whether any experimentation is necessary, but whether, if 
experimentation is necessary, it is undue. See In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404. 
Since the model relied on in the Specification is not art recognized model for evaluation of 
treatments of AD, and given the unpredictability of pharmaceutical therapies in the absence of 
relevant data, the number of working examples, the level of skill of the artisan, and the guidance 
provided in the instant specification and the prior art of record, it would require undue 
experimentation for one of skill in the art to practice the claimed invention. 

Conclusion 

No claim is allowed. 



Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Murphy whose telephone number is (571) 272-0877. The 
examiner can normally be reached Monday through Friday from 7:30 am to 5:00 pm. A message 
may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Brenda Brumback can be reached on (571) 272- 
0961. 

The fax number for the organization where this application or proceeding is assigned is 
703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Joseph F. Murphy, Ph. D. 
Patent Examiner 
Art Unit 1646 
October 6, 2004 




